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TMHMA 1: IIpoco10piop6g 0vGiog/peiypatos Ko ETapeiog/emysipnong

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Bisoprolol for system suitability
Xnuwn Ovopacio : Bisoprolol fumarate

apOpuog CAS 1 104344-23-2

Kodwdg mpoiévtog : 201600111

1.2. Zvvo@eic TPocdopllopeves YPNGELS TG OVGIAG 1] TOV MELYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

YyeTiké TpoPremopeveg yposig

Xpnon g ovoiog/Tov peiypotog : Emompovikn épguva kot avamtuén
Teyvikég dOKIUES KO AVAADGELS
Movo Y10 emayyeApATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVONEVES AP OELS

Teplopiopoi ot xpron 1 Oy v TpOQUULEL, GApRLOKE 1) OLKLOKT Xp1iomn
1.3. Ztoyeia Tov TpopunOcvT) TOL dEXTioV dEdopEvEV aGPaLeiag

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe

7, Allée Kastner, CS30026

F 67081 Strasbourg

France

T +33(0)388412035, F +33(0)388412771

sds@edgm.eu, www.edgm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds AedvoV emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1 TOV peiypoTog

Kataraein oopoova pe v odnyia 1272/2008 EK [CLP]

O&ela to&coda (amd Tov 6TOHTOC), Katnyopio 4 H302
To&wdTo 6TV avorapaywyn, Katnyopio 2 H361
Ewu to&ucotnta 6 0pyova-otod)ous VoTEpa omd pic EQATE H370

£xBeon, katmyopia 1
I peg keipevo tov dniocemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kan 6T0 TEPLPdALOV
Emprapés oe mepintmon katdmoong. "Yronto yia tpokAnon PAang ot yovipodmra 1 oto Eufpvo. [lpokodei fAaBeg ota dpyova.
2.2. Ztoyeia eTIKETOG

Xapaxtnpropds copgove. pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kivovvov (CLP)

GHSO07 GHSO08
Ipogwboromtikn AN (CLP) : Kivduvog
AnAdoelg emkvdvvottag (CLP) : H302 - Emprapéc o mepintwon katdnoong.

H361 - "Yronto yio mpoxAnon PAGPNG ot yovipdta 1 6to £uppuo.
H370 - TIpoxaiei PAGPec ota dpyavo (Kopdiayyelakd cOoTNUA).
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Bisoprolol for system suitability
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Anhaogig tpoevraéng (CLP) : P201 - Egodwoteite pe TG e181kég 0dnyieg mpv omd T xpnion.
P202 - Mnv 10 gpnoiponomoete mpv SofAoETE Kol KOTAVONGETE TIG 001YiEg TPOPOAAENG.
P260 - Mnv avanvéete okovn/avabopdoeis/aéplo/otayovidia/otnods/sekvepduata.
P264 - TTAovete ta gépua, Tovg myels (avtifpdyia) Kot 10 TpdomRo GYOAUCTIKA HETA TO XEPLOUO.
P270 - Mnyv 1pdrte, nivete 1 Komvilete, OTAV XPNCUOTOLEITE VTO TO TPOTOV.
P280 - No popdte TpocTATEVTIKE YAVTIO/TPOGTOTEVTIKG EVEOLATO/HEGO ATOUIKNG TPOCTAGIOG Y10 T
UATI0/T0 TPOCMOTO/TO AVTLAL.
P301+P312 - XE IIEPIIITQXH KATAIIOXHX: Kaléote to KENTPO AHAHTHPIAZEQN 1) éva
ytpd, av oicbavieite adwabecio.
P308+P311 - ZE IIEPIITOQXH éxbeong 1 mbavig ékbeong: KaAiéote to KENTPO
AHAHTHPIAZEQN 1} éva yutpo.
P308+P313 - XE IIEPIITQXH éxbeong 1 mbavotntag £xbeong: Zvpfovievdeite/Enoxepbeite
yTpo.
P321 - Xpeidleton e8ich ayoyn (PAéne copuminpopatikég 0dnyieg TpdTav Pondeidv oty eTikéta).
P330 - Egmldvete 10 oTOUA.
P405 - dvrdooeton KAEWOUEVO.
P501 - AuiBeon tov meplexopévov/nepléktn o€ oneio GLALOYNG ETKIVOLVOVY 1 EWIKOV aroPATOV,
GOUOOVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SebVElg KOvovIGHOUG.

INpavon coppova pe: E&apeitor n ecotepikn) cvokevaoio, Ta meplexoeva g omoiag dev veepPaivovv ta 10ml.

Ewovoypappoata kivdovov (CLP) :

GHS08

2.3. AlLot Kivovvol

Aev vdpyovv emmAéov TANPoPopie

TMHMA 3: Z0vOeon/TAnpoPopies Y10 TO GCVGTATIKG,

3.1. Ovoieg
Ovopa AVayvoOpeTIKOG KOOTKOG % Koatdraén copoova pe v odnyia
TPOi6VTOg 1272/2008 EK [CLP]
Bisoprolol fumarate apOpdg CAS: 104344-23-2 <100 Acute Tox. 4 (Amé tov otopatog), H302
(ATE=940 mg/kg copatikov Bépoug)
Repr. 2, H361
STOT SE 1, H370

ITAnpeg keipevo tov niocewv H kot EUH: BAéne tunqua 16

TMHMA 4: Métpa apdtov fonbsiov

4.1. lleprypoon péTpov TpOTOV fondermv

Ievikd pétpa tpdTev Ponderdv : Xe mepintoot apPoAdV 1| €4V T0 GUUTTOUATO ETUEVOVV, KOAEGTE YLOTPO.

Métpa tpdtev Bondeidv petd and elomvon : Metagépete Tov Tofovta 6Tov Kabapd aépa Kot apnoTe TOV Vo EEKOVPOCTEL GE GTACT TTOV
SevkoAvveL TV avomvor|. Apriote Tov Tafdvia va Eekovpaotel. e nepintoon adwdeciog :
ZvpPovievdeite/Emoxeqbeite yiotpo.

Métpa tpdtev Bondeidv petd omd emagn pe To dEpuo : ATOPOKPUVETE TO LOAVGUEVO POVYIGHO, TAOVETE OAN TNV EKTEDEIUEVT TEPLOYN OEPLATOG E OTAAD
GOamTOVVL KOt VEPO, Kal TN GLVEXELD EemAévete e (eoTd vepo.

Métpa tpdTev Bondeidv Hetd amd emapn e To LATIo : Eemlovete pe vepd kpoatdvtog ta fAEeapa kakd avorytd. Zvpfovlevteite yiutpd edv cvveyiletat o
TOVOG M M KOKKWVILaL.

Métpa tpdtev Bondeidv petd omd katdmoon : Eemldvete o otOpa pe vepd (Lovo edv o dtopo dtatnpel Tig arsnoelg Tov). Mnv yopnynoete moté
0TWONTOTE OO TO GTOU GE ATOUO TTOV £XEL XAoeL Tig ashnoelg Tov. Kodéote apéowng to KENTPO
AHAHTHPIAZEQN/yiotpo.

4.2. IpovTiKOTEPO. GUUTTONATO KOL ETLOPACELS, APEGES 1| PETAYEVEGTEPES

Agev vdpyovv emmAéov TANpoPopieg
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Bisoprolol for system suitability
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Agv vdpyovv emmALov TANPOPOPiEs

TMHMA 5: Métpa yro TV KOTOTOAEPON TS TVPKAYLAG

Katddnka péca nopdcPeong : Xpnowomromote péca Kotdofeons katdAinia yio vy mepipdrrovca mopkayid. Ato&eidio Tov
avOpara. Yekaopog pe vepd. Enpn okovn. KovBépta mupdofeonc.
AxatdAnho TopocPecTikd HEGO : Mn ypnowonoteite peydin pon vepov.

Y TePIntTOON TVPKAYLIG TOPAyoVTaL ENLKIVEVLVO : H atelig kavomn anglevbepmdvet entkcivéuvo povo&eidio Tov avhpaka, d10&eidto Tov avOpaia Kot
mpoidvta amocHvieong Ao to&d aépa. [TiBovn amoBoin to&kod vEpoug.

MéTpa yl0 TNV KOTOTOAEUNOT) TG TUPKOYLIG 1 Amogevyete T S10QLY1 TOL VEPOD TG TVPOGPESNG 6TO TEPPAALOV.
IIpoctacio kotd v TupdSPEST : Mnv enepoivete yopic KatdAANAo €E0TAGHO. AVTOVOUT OVOTVEVLGTIKT) GUGKELT HE HOVOOT).
OMOGOUN TPOGTUTEVTIKT) GTOAN.

TMHMA 6: Métpa 6€ TEPINTOGN 0KOVOLOG EKAVGNG

Tevikd pétpa 1 ATOQEVYETE TNV ENOPT| TOL TPOIOVTOG HE TO SEPUOL, TO LATIOL 1] TO POVYICHO.

I'a TpocmmKd GALO 00 TO TPOGOTIKO EKTUKTNG AVAYKNG

Mérpa éktaxtng avéykng : ATOPOKPOVETE TO TEPITTO TPOCWOTIKO.

TN dropa wov TpooPépovy TpdTES PorOereg

E&omiopdg mpoctaciog : Mnyv erepfaivete yopig katdAnio eEomiond. o neplocdtepeg TANpopopies avatpééte oty
evotnta 8 :""Eheyyog g ékbeonc-Atopkn Tpootaocia.

Na anogedyetar 1 Erevbépmon oto epipdrrov. Epmodicte v £i6080 6T0VG 0mOYETEVTIKOVG 0y@YOVG 1) 6TO dNUOGLO SIKTVLO VEPOL.

T v arnobnkevon 1 ATOppoPNGTE TO HE £VOL 0OPAVEG VAIKO Kot TomoBetnoTe 10 o€ Evav katdAAnio mepiéktn didbeong
amofANToV.
MéBodot kabapiopon : Eem\Ovete TIg LOAVGUEVEG EMGvELES pe dpBovo vepd. Kabapiopds pe amoppumoviikd.

Agite 10 Tunpa 13 yio tAnpogopieg oyetikd e m didbeon.

TMHMA 7: Xepwopoc ko awodnkevon

Emndéov kivdvvor katd v encepyacio . Eyxvopovotoeg kot Onhalovoeg va pnv £pyoviar o€ Kopio EToQT 1e To TPOoidv.
TIpo@ura&els yio ac@aAn yepIopod 1 Amogevyete kaOe mepirt Ekbeomn. Dpoviicte MOTE 0 YOPOG epyosiog va e&uepileTal cOGTA.
Meétpa vytewng : Mnv tpdre, nivete M| komvilete, 0tav ypnoponoteite ovtd to Tpoidv. Ta polvouéve evévporo

epyaciag dev mpémet va Pyaivovy amnd to ydpo epyacioc. [IMdvete ta xépla oag mpv omd kabe
£pYOOLOKO StEAEYLHO KO LETE TO TENOG TNG EPYAGINGC.

ZovOnkeg OAUENG 1 Amofnkedeton og KoAG aeplopevo xmpo. O meptéktng Statnpeitan eppnTiké KAEWGTOG. AToQevyeTe
™ (éotn Kot TV Gpecn nAlaK akTvoBolia.

o
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Bisoprolol for system suitability
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

YAikd cvokevaciog 1 AltnpioTe 0TOVG OPYLKOVG TEPIEKTES.

7.3. Ewducn} Telkn xpion 1 p1osis

Agv vdpyovv emmAéov TANPOPOpies

TMHMA 8: ‘Eleyyoc g £ék0eonc/oTopkn Tpoctacio

8.1. [TapapeTpor eréyyov

Aev vdpyovv emmALov TANPOPOpieg

8.2. 'Edeyyor ék0gong

Koatarinkor pnyavikoi £reyyor

Katalinior pnyavikoi éreyyou:
Dpovticte ®oTE 0 YDOPOS epyosiog va e€aepiletatl cmotd. Zuvndmg amatteitol GOOTNHA YEVIKOD HNYaviKoD eE0EPIGHOD TOV XMPOV. XTO HETPO TOV SUVATOV 1
APNOT TOV TPOIOVTOG TPEMEL VO YIVETOL GE EPYUGTNPLUKT YOAV.

ATOMKOG TPOGTUTEVTIKOG EE0TAMGPOG

Ipootacio TOV HOTIAOV KOL TOV TPOGAHTOV

IIpocrocia 0pOaipdv:

Dopdre cuokevn TpocTaciog Yo Ta LT, [Ipoototevtikd yvad pe mAdylo tpoctatevtikd. (EN 166)
IIpoctacio Tov déppatog

Ipootacio Tov déppotoc:
Dopdte KATIAANAO TPOGTATEVTIKO PoVYICUO. XPpHon e epyasTipla : Todld epyactnpiov. (EN 13034)

Mpootacia TOV yePLOV:
Na popdre kardAinia yavte. [Ipootatevticd yavto avOektikd og ynukd npoiovra. (EN 374)

Ipootucio TOV AVATVEVGTIKOV 00MV

IIpocTocia TOV OVATVEVGTIKAV 00ADV:
X TePInTOON TOPAyYNG OKOVNG, XPNOLLOTOUWOTE TPOSTATEVTIKY NACK e GiAtpo : P3

TMHMA 9: ®voikég Kot ynuIKEG 10160TNTEG

9.1. Ztoyyeia Yo TG fUGIKES QUOIKES KA YNMIKES 1O10TNTES

DVoIKH KOTAGTOOT

Yteped

APDOHOL AEVKO. oYEDOV AEVKO.
Epgdvion Kpvuotorlucr okovn.
Mopuoxr pada 766.96 g/mol
Oopn Mn dbéoyto
Opto oopng Mn dbéoyo
Inueio Eemg 100 -103 °C
Inueio m&emg Mn Swbéorpno
Inueio Ppoacpod Mn Swbéorpno
Evopiextomto Mn Swbéorpo
Xapnhotepo 0pio £kpnéng Agv woydet
Avdtato 6pro expn&pomrag Agv 1oyvet
Inpeio avaereéng Aev 1oyvet
Bgppokpacio avtavaereéng Aev 1oyvet
Bgppokpacio amrocvuvieong Mn dabéoyto
pH 6—7(50 g/l)
Awddopo pH Mn Swbéopno
1EDOEG, Kvepatikog (17) 1 Asv oyoet
AwdvtomTo : Nepo: > 1000 g/l
ZUVTEAECTIG KOTAVOUNG GE HELYILOL N-0KTOVOANG/VEPOD Mn dbéoyto
(Log Kow)

Téon atumdv Mn Swbéopo

ITieon atpov oe Beppokpacio 50°C

Mn Swbéopno

02/07/2025 (evnuépwon)
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Bisoprolol for system suitability

Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TTvkvomnta

ZyeTkn mokvoTNnTOL

Zyetkn mokvoTnTa aTpdY otovg 20°C
Méyebog copatidiov

: Mn dwbéoipo
: Mn dwbéopo
1 Aev oydet

: Mn dwbéopo

Agv vdpyovv emmAéov TANPOPOpieg

TMHMA 10: X100gp0T1TO KO OVTIOPAGTIKOTTA

Aev vdpyovv emmAov TANpoPopie

Aev vrdpyovv emmAéov TANPoPopieg

Aev vrdpyovv emmAéov TANpoQopieg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALoV TANPOPOPIiES

Oé&ela to&ucodmra (amd oToOHATOC)
Oé&ela to&ucdmra (deppotikn)
Oé&ela to&ucdmra (avamvon)

. EmPlaPég oe mepintmon katdmoone.
: Mn ta&wounuévog (EAelparticd dedopévar)
: Mn ta&wounuévog (EMeparticd dedopévar)

Bisoprolol fumarate (104344-23-2)

LD50 and tov otdpaTOg GE 0povpaiong

940 mg/kg (Ap. RTECS: UB8390000)

AGBpmon ko epediopdg Tov dEppatog

ZoPapn opOaipkn PAPN/epedionog

Evaisbntomoinem tov avamvevstikcob 1
gvoucOntomoinon Tov déppatog

Metalho&ryéveon YEVWINTIKOV KUTTAPOV
Koapkwvoyéveon

To&wodmTa 6TV avamopay®Yn

Ewum to&ucotnta ota 6pyava-ctoyovs (STOT) —
epanag éxbeon

Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) —
emavelnppévn €kbeon

Emucvduvomta avoppoenong

: Mn ta&wounpévog (EAeipaticd dedopévar)

pH: 6 — 7 (50 g/)

: Mn taé&wvounpévos (Baoet tov dtabécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)

pH: 6 —7 (50 g/l)

1 Mn ta&vopnpévog (EAAeipatikd dedopéva)

: Mn ta&wopnpévog (Baoet tmv dabéoiov dedopévmv, ta kprnpia To&vopnong dgv tAnpodvral)
: Mn ta&wopnuévog (Baoet tov dtobéoipwv dedopévav, ta kprrnpia to&vounong dev minpovval)
: Yronto yio mpdrinon BraPng ot yoviudtnto 1| 60 EuPpvo.

: Ilpokaiel BraPeg oto Opyava (kapdtoyyelakd cOGTUA).

: Mn to&wvopnpévog (EMAetpaticd dedopévar)

: Mn ta&wopnuévog (EMeparticd dedopévar)

Agv vdpyovv emmALOV TANPOPOPIiES

02/07/2025 (evnuépoon)
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Bisoprolol for system suitability
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 12: Owkohoyikég TAnpo@opisg

Emikivduvo yia to vddrtivo mepiBdrrov, Bpayumpobecpog @ Mn ta&wounuévog (EMenaticd dedopéva)
(080¢)

Emcivduvo yia to vddrtivo mepiBdrlov, pokporpodbeopog : Mn ta&wounuévog (EAenaticd dedopéva)
(xpoV10G)

Bisoprolol fumarate (104344-23-2)

AVOEKTIKOTNTO KO IKAVOTNTO OTTOSOUNONG Aev voiotato tayeio omocuvheon

Agv vdpyovv emALOV TANPOPOPIES

Agv vdpyovv emmALoV TANPOPOPIiES

Agv vdpyovv emmALov TANPOPOpieg

Aev vdpyovv emmAov TANpoPopie

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 13: Xtovyeio oyeTika pe T 0100gon

Agev vrdpyovv emmAéov TANpoQopieg

TMHMA 14: ITAnpo@opieg 6YETIKA PE TT| PETAPOPA.

Zopeovo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opéc OHE 1 apOpog TavtotnTog

Zopeave pe Tig StotdEels PETapopig To TPoidv atod de yapaktpiletat og emkivouvo

14.2. Oweia ovopacio arostoiig OHE

Mn pvBulopevo Mn pvBuldpevo Mn pvBulopevo

14.3. Taén/-e1g KtvdOvov Katd TN PETOPOPA

Mn pvBulopevo Mn poBulodpevo Mn pvOulopevo

14.4. Opaoda cvokevaciog

Mn pvOulopevo Mn poOuldpevo Mn poOulopevo

14.5. Ilgprforrovtikn emKivovvoTnTO

Mn povBulopevo Mn pvBuldpevo Mn pvBulopevo

Agev vapyovv emmAéov Stabéotpes TANPOEOpiss
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Bisoprolol for system suitability
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

14.6. EWduéc mpo@uAhdgels yia Tov (pioetn

Eniyewo petagopa
Mn pvOuldpevo

petapopd pécm Boraoong
Mn pvOuildpevo

Evoépuo petagopd
Mn pvOuildpevo

14.7. @ardooreg petapopis yHony coppmva pe Tig Tpaters ron IMO

Aev 1oy0et

TMHMA 15: Ztorygio vopoBetikod yopaxtipa

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6@aiera, Tnv vyeio Kot 7o agpifadirov yio TV ovoia 1 10 peiypa
kavovicpoi EE

Mapéptpae XVII tov REACH (IIpodmoBéceic mepropiopov)
Aev meptrapBavetat oto [Mapdpmpa XVII tov REACH

Hapapmpa XIV 100 REACH (Katdloyog 0.0£1060Tn061G)
Aev nephappaveton oto Mapaptmuo XIV tov REACH (Kotdhoyog adetoddtnomng)

Katdroyog vroyneromv oveidv REACH (SVHC)

Aev nepthapfdvetor otov Katdloyo vroyneuwy ovoidv REACH

Kavoviopog mepi e€aodévnong Tov 6Covrog (EE 1005/ 2009)

Aev nepthapfdveton otov Katdloyo ovatdv mov e&acbeviCovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopdog tov Zvpfoviriov (EK) yra Tov £heyyo 8@V Simhig ypiong
Aev nepihappaveton otov Kavoviepd (EK) tov ZvpBoviiov yia ta £i6n Sumhng xprions.

Kavoviopog mepi ekpnkTik®@v mpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kopia ovsio(eg) mov meptrapfdvetoi(ovtat) 6Tov Katdloyo Tpddpoumv ovoidv ekpnktikdv (Kovoviopog EE 2019/1148 oyeticd pe v epmopio kot
™ PN TPOSPOUDY OVGLDV EKPIKTIKAOV)

Kavoviopog nepi mpodpopmv overdv vapkotikdv (EK 273/2004)

Aev mepiéyel ovoio(eg) mov mephappavetayovior) 6tov KoTdhoyo mpddpopmv ovotdv vapkatikdv (Kavoviopdog EK 273/2004 oyetikd pe 11 Tpodpopes ovoieg
VOPKOTIKOV)

15.2. A&ordynon ymuikis ao@dierog

Agev vdpyovv emmAov TANpoPopie

TMHMA 16: Alheg TAnpo@opisg

Emonpavon arhayov

Tpnpo Tpomomompévo cTorycio Hapotnpiicerg
Avtikofiotd v ékdoon TpomomouOnke
evnuépmon TpomomouOnke

2.1 Katdraén coppova pe mv odnyia 1272/2008 EK | TpomorowOnke
[CLP]

2.1 AvemBounteg puotkoynkég emdpaoels, kabmng | TpomororOnke
KO EMOPACELS 6TV avOpdTIvY VYElD Kot 6T0
nepBéAiov

2.2 Aniocelg emkvdvvotmtag (CLP) TpomomouOnke
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Bisoprolol for system suitability
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Hopatnpriceig
2.2 TIpogidoromtikn AéEn (CLP) TpomomouOnke
22 AnAdacelg Tpoporaéng (CLP) TpomomouOnke
9 Inueio T&emg Ipootédnke

9 Mopruaxn pao Mpootédnke

9 APDLLOL Ipoctédnke

9 Epedavion Ipoctédnke
11.1 LD50 and tov 6TOp0T0g 6 0povpaiong TpomomouOnke

T peg keipevo ppdoewv H kon EUH:

Acute Tox. 4 (Ané Tov Oé&ela to&udmra (amd tov 6TdN0TOC), Katnyopia 4

GTOHATOC)

H302 Emprapég oe mepintmon kordmoong.

H361 "Yronto yuo mpdxinon BAAPNG ot yoviudtta 1) 6T0 £UPpvo.

H370 TIpoxarei PAGPes ota dpyava (Kopdayyelokd cOGTNU).

Repr. 2 To&wodmTa 6TV avorapaywyn, katnyopio 2

STOT SE 1 Educh to&ucotnta o Opyava-otoyovs otepa and pio epamas £xbeon, karnyopia 1

Agltio Agdopévov Acpareiog (AAA), EE

ATIOIIOIHXZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o avtd to dehtio mpoépyovtar and mnyég Tig onoieg Bempodpe aéiomotes. [Tapodia avtd, divovtot
YOPic Kapia eyyonon, pnty N appntn, Yo v akpifetd tovg. Ot cuvinkeg N ot péBodot yeptopod, amobnkevong, xpNnong 1 ardppyng Tov TPoiovtog dev
VIOKEWVTAL 6T KN Hag gvBOVN Kot propet Kot vo v UminTouy Kot 6TIS approdtotntés pog. I'iontoig kot yio GALovg AdYoug, omonotovpacte kabe evbuvn oe
TEPIMTOON UTMOAELNS, VAIKNG 1| XPNUOTIKNG Cnpiag oo, 1 pe 0motodNToTe TPOTO GUVOEVELEVT LLE, TO YEPLGUD, TNV 00BN KELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acparelog cuvtdydnke Kel TPETEL VoL YPTGLOTOLEITOL Y10l TO GUYKEKPILEVO TTPOTOV. Edv 10 Tpoidv ypnoiponoteitent g cuoTatTikd GALOL
TPOIOVTOG, Ol TANPOPOPIES TOV TUPEXOVTOL EOG EVIEYETOL VL LNV fval EQUPUOGLLES. VTEG 01 TANPOPOpies PacilovTol GTIC TPEXOVCES YVMGELS LLOG KoL
npoopilovTal Yo voL TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Yo AOYOLG LYEiNS, acpaAeing Kot TEPPAAAOVIIKAY AmAITHCEWY. ZVVETADG, dev Oa mpémet vo. OewpnOel
OTL £YYLATAL OTOLOONTOTE GUYKEKPILEVT] 1LOTNTOL TOV TPOIOVTOG,.
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